Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/66 pielikums Nr.3-3

Zalu nosaukums, zalu

Registracijas

Izmainu

Nr.p.k. Reg. forma, stiprums/ Akavas vielas apliecibas procediiras Procediiras numurs
numurs .. nosaukums [_ T,
koncentracija Ipasnieks, valsts numurs
1 2 3 4 5 6 7

1 15-0313  |Linezolid Accord 600 mg film{Linezolidum Accord Healthcare UK/H/5732/001/1B/001/G
coated tablets, Film-coated Limited,
tablets, 600 mg Lielbritanija

2 10-0331 |Olanzapine Accord 10 mg Olanzapinum Accord Healthcare SE/H/0866/004/1B/018
film-coated tablets, Film- Limited,
coated tablets, 10 mg Lielbritanija

3 10-0332 |Olanzapine Accord 15 mg Olanzapinum Accord Healthcare SE/H/0866/005/1B/018
film-coated tablets, Film- Limited,
coated tablets, 15 mg Lielbritanija

4 10-0329 |Olanzapine Accord 5 mg film-|Olanzapinum Accord Healthcare SE/H/0866/002/1B/018
coated tablets, Film-coated Limited,
tablets, 5 mg Lielbritanija

5 08-0318 [Risperidone Accord 4 mg film{Risperidonum Accord Healthcare NL/H/1078/005/1A/019
coated tablets, Film-coated Limited,
tablets, 4 mg Lielbritanija

6 16-0004 |Bendamustine Accord 2.5 Bendamustini Accord Healthcare AT/H/0497/001/1A/012/G
mg/ml powder for concentrate |hydrochloridum Ltd, Lielbritanija
for solution for infusion,
Powder for concentrate for
solution for infusion, 2.5
mg/ml

7 16-0035 |Methotrexate Accord 100 Methotrexatum Accord Healthcare SE/H/1205/002/1A/012/G
mg/ml concentrate for Ltd, Lielbritanija
solution for infusion,
Concentrate for solution for
infusion, 100 mg/ml

8 16-0147 |Quetiapine Accord 150 mg  |Quetiapinum Accord Healthcare UK/H/3524/005/1A/022
prolonged-release tablets, Ltd, Lielbritanija
Prolonged-release tablets, 150
mg

9 12-0005 |Betahistine Actavis 24 mg Betahistini Actavis Group NL/H/1412/001/1B/011
tablets, Tablets, 24 mg dihydrochloridum |PTC ehf., Islande

10 15-0146 |Dutasteride Actavis 0.5 mg [Dutasteridum Actavis Group DK/H/2369/001/1B/001
capsules, soft, Capsules, soft, PTC ehf,, Islande
0.5mg

11 09-0456 [Calcivid 600 mg/400 IU film- |Calcium, Beres HU/H/0229/001/1A/006/G
coated tablets, Film-coated Colecalciferolum |Pharmaceuticals
tablets, 600 mg/400 IU Ltd., Ungarija

12 05-0604 [Carboplatin "Ebewe" 10 Carboplatinum Ebewe Pharma NL/H/3556/001/11/016/G
mg/ml concentrate for Ges.m.b.H
solution for infusion, Nfg.KG, Austrija
Concentrate for solution for
infusion, 10 mg/ml

13 10-0038 |Etindros 0.02 mg/3 mg film- |Ethinylestradiolum,|Exeltis Baltics DK/H/2358/001/11/016
coated tablets, Film-coated Drospirenonum UAB, Lietuva
tablets, 0.02 mg/3 mg

14 10-0039 |Etindros 0.03 mg/3 mg film- |Ethinylestradiolum,|Exeltis Baltics DK/H/2358/002/11/016

coated tablets, Film-coated
tablets, 0.03 mg/3 mg

Drospirenonum

UAB, Lietuva
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15 17-0103  |Epiduo 1 mg/25 mg/g gel, Adapalenum, Galderma SE/H/0664/001/1A/054/G
Gel, 1 mg/25 mg/g Benzoylis International,
peroxidum Francija
16 15-0136 |Soolantra 10 mg/g cream, Ivermectinum Galderma SE/H/1428/001/1A/012
Cream, 10 mg/g International,
Francija
17 15-0261 |Rabakir 100 mg capsules, Pregabalinum Gedeon Richter HU/H/0378/004/1A/001
hard, Capsules, hard, 100 mg Plc., Ungarija
18 15-0262 |Rabakir 150 mg capsules, Pregabalinum Gedeon Richter HU/H/0378/005/1A/001
hard, Capsules, hard, 150 mg Plc., Ungarija
19 15-0263 |Rabakir 200 mg capsules, Pregabalinum Gedeon Richter HU/H/0378/006/1A/001
hard, Capsules, hard, 200 mg Plc., Ungarija
20 15-0258 |Rabakir 25 mg capsules, hard, |Pregabalinum Gedeon Richter HU/H/0378/001/1A/001
Capsules, hard, 25 mg Plc., Ungarija
21 15-0264 |Rabakir 300 mg capsules, Pregabalinum Gedeon Richter HU/H/0378/007/1A/001
hard, Capsules, hard, 300 mg Plc., Ungarija
22 15-0259 |Rabakir 50 mg capsules, hard, |Pregabalinum Gedeon Richter HU/H/0378/002/1A/001
Capsules, hard, 50 mg Plc., Ungarija
23 15-0260 |Rabakir 75 mg capsules, hard, |Pregabalinum Gedeon Richter HU/H/0378/003/1A/001
Capsules, hard, 75 mg Plc., Ungarija
24 99-0657  |Priorix powder and solvent  |Virus rubellae, GlaxoSmithKline DE/H/0137/001/1A/108
for solution for injection in  |vivum, attenuatum, |Biologicals S.A.,
pre-filled syringe, Powder and |Virus morbilli Belgija
solvent for solution for (stirps Schwarzi),
injections in pre-filled syringe [vivum, attenuatum,
Virus parotitidis
epidemici, vivum,
attenuatum
25 12-0227  |Priorix powder and solvent Virus rubellae, GlaxoSmithKline DE/H/0137/002/1A/108
for solution for injection, vivum, attenuatum, |Biologicals S.A.,
Powder and solvent for Virus morbilli Belgija
solution for injection (stirps Schwarzi),
vivum, attenuatum,
Virus parotitidis
epidemici, vivum,
attenuatum
26 15-0221 |Flixonase 50 micrograms per |Fluticasoni GlaxoSmithKline UK/H/5780/001/1B/013
actuation nasal spray, propionas Consumer
suspension, Nasal spray, Healthcare (UK)
suspension, 50 micrograms Trading Limited,
per actuation Lielbritanija
27 10-0153  |Ulprix 20 mg gastro-resistant |Pantoprazolum Glenmark DK/H/1584/001/1A/020
tablets, Gastro-resistant Pharmaceuticals
tablets, 20 mg s.r.0., Cehija
28 17-0043  |Ursogrix 250 mg hard Acidum Grindeks, AS, NL/H/3712/001/1B/002
capsules, Capsules, hard, 250 Jursodeoxycholicum|Latvija
mg
29 10-0614 |Palexia 100 mg film-coated |Tapentadolum Griinenthal GmbH, |DE/H/xxxx/IA/85 | DE/H/2020/003/1A/023/G
tablets, Film-coated tablets, Vacija 2/G
100 mg
30 13-0002 |Palexia 20 mg/ml oral Tapentadolum Griinenthal GmbH, |DE/H/xxxx/IA/85 | DE/H/2020/011/IA/023/G

solution, Oral solution, 20
mg/ml

Vacija

21G
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31 13-0003 |Palexia 4 mg/ml oral solution, | Tapentadolum Griinenthal GmbH, |DE/H/xxxx/IA/85 | DE/H/2020/010/IA/023/G
Oral solution, 4 mg/ml Vacija 2/G

32 10-0612 |Palexia 50 mg film-coated Tapentadolum Griinenthal GmbH, |DE/H/xxxx/IA/85 | DE/H/2020/001/IA/023/G
tablets, Film-coated tablets, Vacija 2/G
50 mg

33 10-0613 |Palexia 75 mg film-coated Tapentadolum Griinenthal GmbH, |DE/H/xxxx/IA/85 | DE/H/2020/002/IA/023/G
tablets, Film-coated tablets, Vacija 2/G
75 mg

34 10-0616 |Palexia retard 100 mg Tapentadolum Griinenthal GmbH, [DE/H/xxxx/IA/85 | DE/H/2020/005/1A/023/G
prolonged-release tablets, Vacija 2/G
Prolonged-release tablets, 100
mg

35 10-0617 |Palexia retard 150 mg Tapentadolum Griunenthal GmbH, [DE/H/xxxx/I A/85 | DE/H/2020/006/1A/023/G
prolonged-release tablets, Vacija 2/G
Prolonged-release tablets, 150
mg

36 10-0618 |Palexia retard 200 mg Tapentadolum Griinenthal GmbH, [DE/H/xxxx/IA/85 | DE/H/2020/007/1A/023/G
prolonged-release tablets, Vacija 2/G
Prolonged-release tablets, 200
mg

37 12-0156 |Palexia retard 25 mg Tapentadolum Griunenthal GmbH, [DE/H/xxxx/IA/85 | DE/H/2020/009/1A/023/G
prolonged-release tablets, Vacija 2/G
Prolonged-release tablets, 25
mg

38 10-0619 |Palexia retard 250 mg Tapentadolum Grilnenthal GmbH, |DE/H/xxxx/IA/85 | DE/H/2020/008/IA/023/G
prolonged-release tablets, Vacija 2/G
Prolonged-release tablets, 250
mg

39 10-0615 |Palexia retard 50 mg Tapentadolum Griunenthal GmbH, [DE/H/xxxx/IA/85 | DE/H/2020/004/1A/023/G
prolonged-release tablets, Vacija 2/G
Prolonged-release tablets, 50
mg

40 04-0389 |Ramicor 10 mg tablets, Ramiprilum Hexal AG, Vacija NL/H/0448/004/1B/057
Tablets, 10 mg

41 04-0388 |Ramicor 5 mg tablets, Tablets,|Ramiprilum Hexal AG, Vacija NL/H/0448/003/1B/057
5mg

42 11-0052 |Gemcitabine Hospira 38 Gemcitabinum Hospira UK UK/H/1862/001/1B/033/G
mg/ml concentrate for Limited,
solution for infusion, Lielbritanija
Concentrate for solution for
infusion, 38 mg/ml

43 07-0326 |Oxaliplatin Hospira 5 mg/ml |Oxaliplatinum Hospira UK UK/H/0971/001/1B/041/G
concentrate for solution for Limited,
infusion, Concentrate for Lielbritanija
solution for infusion, 5 mg/ml

44 16-0142 |Bixebra 5 mg film-coated lvabradinum KRKA, d.d., Novo HU/H/0438/001/P/001
tablets, Film-coated tablets, 5 mesto, Slovénija
mg

45 16-0143 |Bixebra 7.5 mg film-coated lvabradinum KRKA, d.d., Novo HU/H/0438/002/P/001
tablets, Film-coated tablets, mesto, Slovénija
7.5 mg

46 12-0325 |Likarda 2.5 mg film-coated Letrozolum KRKA, d.d., Novo UK/H/5207/001/1A/006/G
tablets, Film-coated tablets, mesto, Slovénija
2.5mg

47 15-0172 |Septabene 3 mg/1 mg Benzydamini KRKA, d.d., Novo CZ/H/0507/001/1B/007
lozenges, Lozenges, 3mg/1l  [hydrochloridum, |mesto, Slovénija
mg Cetylpyridinii

chloridum
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48 05-0096 |Metforal 1000 mg film-coated | Metformini Laboratori DE/H/0515/001/1A/038
tablets, Film-coated tablets, [hydrochloridum Guidotti S.p.A.,
1000 mg Italija

49 16-0107 |Rimal 10 mg/10 mg capsules, |Ramiprilum, Medana Pharma CZ/H/0513/004/1B/002
hard, Capsules, hard, 10 Amlodipinum SA, Polija
mg/10 mg

50 16-0106 |Rimal 10 mg/5 mg capsules, |Ramiprilum, Medana Pharma CZ/H/0513/003/1B/002
hard, Capsules, hard, 10 mg/5 |Amlodipinum SA, Polija
mg

51 16-0105 |Rimal 5 mg/10 mg capsules, |Ramiprilum, Medana Pharma CZ/H/0513/002/1B/002
hard, Capsules, hard, 5 mg/10 |Amlodipinum SA, Polija
mg

52 16-0104 |Rimal 5 mg/5 mg capsules,  |Ramiprilum, Medana Pharma CZ/H/0513/001/1B/002
hard, Capsules, hard, 5 mg/5 |Amlodipinum SA, Polija
mg

53 13-0177  |Zofistar Plus 30 mg/12.5 mg [Zofenoprilum Menarini UK/H/0673/001/1A/029/G
film-coated tablets, Film- calcium, International
coated tablets, 30 mg/12.5 mg |Hydrochlorothiazid [Operations

um Luxembourg S.A.,
Luksemburga

54 08-0335 |Glucophage 1000 mg film-  [Metformini Merck Sante s.a.s., FR/H/0181/001/1A/123
coated tablets, Film-coated hydrochloridum Francija
tablets, 1000 mg

55 09-0344  |Glucophage 500 mg film- Metformini Merck Sante s.a.s., FR/H/0181/003/1A/123
coated tablets, Film-coated hydrochloridum Francija
tablets, 500 mg

56 13-0100 |Cefepime Norameda 1 g Cefepimum Norameda UAB, PT/H/0800/001/1A/009
powder for solution for Lietuva
injection/infusion, Powder for
solution for injection/infusion,
1g

57 05-0411 |Kliogest 2 mg/1 mg film- Estradiolum, Novo Nordisk A/S, DK/H/0102/001/P/001
coated tablets, Film-coated Norethisteroni Danija
tablets, 2 mg/1 mg acetas

58 10-0093 |Vagifem 10 micrograms Estradiolum Novo Nordisk A/S, UK/H/2176/001/1B/014
vaginal tablets, Vaginal Danija
tablets, 10 micrograms

59 02-0251 |Diflucan 150 mg hard Fluconazolum Pfizer Limited, DE/H/xxxx/1A/86 | DE/H/3456/003/1A/035/G
capsules, Capsule, hard, 150 Lielbritanija 4/G
mg

60 96-0660 |[Diflucan 2 mg/ml solution for |Fluconazolum Pfizer Limited, DE/H/xxxx/1A/86 | DE/H/3456/006/1A/035/G
infusion, Solution for Lielbritanija 4/G
infusion, 2 mg/ml

61 15-0272  |Atsimutin 25 mg film-coated |Azathioprinum PharmaSwiss DE/H/3037/001/1A/011/G
tablets, Film-coated tablets, Ceska republika
25 mg s.r.0., Cehija

62 15-0273  |Atsimutin 50 mg film-coated |Azathioprinum PharmaSwiss DE/H/3037/002/1A/011/G
tablets, Film-coated tablets, Ceska republika
50 mg s.r.0., Cehija

63 10-0502 |Latalux 50 micrograms/ml eye|Latanoprostum PharmaSwiss NL/H/1654/001/1A/010
drops, solution, Eye drops, Ceska Republika
solution, 50 pg/ml s.r.0., Cehija

64 15-0006 |Colecalciferol Radaydrug Colecalciferolum |Radaydrug Kft, NL/H/2963/002/1B/010/G
1000 IU film-coated tablets, Ungarija
Film-coated tablets, 1000 U

65 15-0008 |Colecalciferol Radaydrug Colecalciferolum |Radaydrug Kft, NL/H/2963/004/1B/010/G

30000 IU film-coated tablets,
Film-coated tablets, 30000 1U

Ungarija
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66 15-0007 |Colecalciferol Radaydrug Colecalciferolum |Radaydrug Kft, NL/H/2963/003/1B/010/G
7000 IU film-coated tablets, Ungarija
Film-coated tablets, 7000 IU

67 15-0005 |Colecalciferol Radaydrug 800 |Colecalciferolum |Radaydrug Kift, NL/H/2963/001/1B/010/G
IU film-coated tablets, Film- Ungarija
coated tablets, 800 U

638 11-0311 |Butifen 400 mg film-coated |lbuprofenum Ratiopharm DE/H/2590/001/IA/017
tablets, Film-coated tablets, GmbH, Vacija
400 mg

69 95-0119 |Rocephin 1 g powder for Ceftriaxonum Roche Latvija, UK/H/Xxxx/WS/2 |UK/H/5791/002/WS/005
solution for injection or SIA, Latvija 38
infusion, Powder for solution
for injection or infusion, 1 g

70 08-0344  |Piperacillin/Tazobactam Piperacillinum, Sandoz d.d., NL/H/0856/002/P/001
Sandoz 4000 mg/500 mg Tazobactamum Slovénija
powder for solution for
infusion, Powder for solution
for infusion, 4000 mg/500 mg

71 16-0196 |Quedute 0.5 mg soft capsules, |Dutasteridum Sandoz d.d., MT/H/0190/001/1B/003
Capsules, soft, 0.5 mg Sloveénija

72 16-0175 |Flexilev 5 mg/1.25 mg Levodopum, Sensidose AB, SE/H/1560/001/11/003
dispersible tablets for dose Carbidopum Zviedrija
dispenser, Dispersible tablets
for dose dispenser, 5 mg/1.25
mg

73 15-0060 |Aripiprazole Teva 10 mg Aripiprazolum TevaB.V., DE/H/5039/002/1B/007
tablets, Tablets, 10 mg Niderlande

74 15-0175 |Aripiprazole Teva 15 mg Aripiprazolum Teva B.V., DE/H/5041/003/1B/004
orodispersible tablets, Niderlande
Orodispersible tablets, 15 mg

75 15-0061 |Aripiprazole Teva 15 mg Aripiprazolum TevaB.V., DE/H/5039/003/1B/007
tablets, Tablets, 15 mg Niderlande

76 16-0084  |Fulvestrant Teva 250 mg Fulvestrantum Teva B.V., DE/H/4234/001/1B/008
solution for injection in pre- Niderlande
filled syringe, Solution for
injection in pre-filled syringe,
250 mg

77 10-0237 |Dorzolamide/Timolol Teva 20|Dorzolamidum, Teva Pharma B.V., UK/H/1505/001/1B/035/G
mg/5 mg/ml eye drops, Timololum Niderlande
solution, Eye drops, solution,
20 mg/5 mg/ml

78 98-0099 [Rispolept 1 mg film-coated  |Risperidonum UAB Johnson & DE/H/2184/003/11/058
tablets, Film-coated tablets, 1 Johnson, Lietuva
mg

79 01-0372 |Rispolept 1 mg/ml oral Risperidonum UAB Johnson & DE/H/2184/008/11/058
solution, Oral solution, 1 Johnson, Lietuva
mg/ml

80 98-0100 [Rispolept 2 mg film-coated  |Risperidonum UAB Johnson & DE/H/2184/004/11/058
tablets, Film-coated tablets, 2 Johnson, Lietuva
mg

81 98-0101 [Rispolept 3 mg film-coated  |Risperidonum UAB Johnson & DE/H/2184/005/11/058

tablets, Film-coated tablets, 3
mg

Johnson, Lietuva
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82 98-0102 [Rispolept 4 mg film-coated  |Risperidonum UAB Johnson & DE/H/2184/006/11/058
tablets, Film-coated tablets, 4 Johnson, Lietuva
mg

83 03-0096 [Rispolept Consta 25 mg Risperidonum UAB Johnson & DE/H/2184/013/11/058
powder and solvent for Johnson, Lietuva
suspension for prolonged-
release injection, Powder and
solvent for suspension for
prolonged-release injection,
25 mg/2 ml

84 03-0097 |Rispolept Consta 37.5 mg Risperidonum UAB Johnson & DE/H/2184/014/11/058
powder and solvent for Johnson, Lietuva
suspension for prolonged-
release injection, Powder and
solvent for suspension for
prolonged-release injection,
37.5mg/2 ml

85 03-0098 |Rispolept Consta 50 mg Risperidonum UAB Johnson & DE/H/2184/015/11/058
powder and solvent for Johnson, Lietuva
suspension for prolonged-
release injection, Powder and
solvent for suspension for
prolonged-release injection,
50 mg/2 ml

86 13-0135 |Alneta 10 mg tablets, Tablets, |JAmlodipinum UAB VVB, LT/H/0104/002/1A/008
10 mg Lietuva

87 13-0136 |Alneta 5 mg tablets, Tablets, 5] Amlodipinum UAB VVB, LT/H/0104/001/1A/008
mg Lietuva

88 98-0791 |Zyrtec 1 mg/ml oral solution, |Cetirizini UCB Pharma Oy IE/H/0209/003/1A/023
Oral solution, 1 mg/ml dihydrochloridum |Finland, Somija

89 98-0688 |Zyrtec 10 mg film-coated Cetirizini UCB Pharma Oy IE/H/0209/001/1A/023
tablets, Film-coated tablets, |dihydrochloridum [Finland, Somija
10 mg

90 98-0731  |Zyrtec 10 mg film-coated Cetirizini UCB Pharma Oy IE/H/0209/001/1A/023
tablets, Film-coated tablets, |dihydrochloridum [Finland, Somija
10 mg

91 98-0730  [Zyrtec 10 mg/ml oral drops, |Cetirizini UCB Pharma Oy IE/H/0209/002/1A/023
solution, Oral drops, solution, |dihydrochloridum [Finland, Somija
10 mg/ml

92 10-0286 |Celiprolol Vitabalans 200 mg |Celiprololi Vitabalans Oy, FI/H/0767/001/1A/002
film-coated tablets, Film- hydrochloridum Somija
coated tablets, 200 mg

93 13-0265 |Celecoxib Zentiva 100 mg Celecoxibum Zentiva, k.s., CZ/H/0440/001/1B/008/G
capsules, hard, Capsules, Cehija
hard, 100 mg

94 13-0266 |Celecoxib Zentiva 200 mg Celecoxibum Zentiva, k.s., CZ/H/0440/002/1B/008/G
capsules, hard, Capsules, Cehija
hard, 200 mg

95 13-0023 |Osaver HCT 20 mg/12.5 mg |Olmesartanum Zentiva, k.s., CZ/H/0293/001/1B/025/G
film-coated tablets, Film- medoxomilum, Cehija

coated tablets, 20 mg/12.5 mg

Hydrochlorothiazid

um




Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/66 pielikums Nr.3-3

2 3 4 5 6 7
96 13-0025 |Osaver HCT 40 mg/12.5 mg |Olmesartanum Zentiva, k.s., CZ/H/0293/003/1B/025/G
film-coated tablets, Film- medoxomilum, Cehija
coated tablets, 40 mg/12.5 mg |Hydrochlorothiazid
um

Zalu registracijas
departamenta Efektivitates
un droSuma izverteésanas
nodalas vaditaja [.LEglite



